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DETAILED ACTION 



Status of the Application 

1. Applicant cooperation is required in correcting any errors of which applicant may become aware in 
the specification. 

Claims 1-30 are pending in this application. 

Information Disclosure Statement 

2. Acknowledgement is made that the information disclosure statement filed on 11/11/2005 has been 
received and considered by the examiner. If the applicant is aware of any prior art or any other co-pending 
applications not already of record, he/she is reminded of his/her duty under 37 CFR 1.56 to disclose the 
same. 

Specification/Drawings 

3. The title of the invention is not descriptive. A new title is required that is clearly indicative of the 
invention to which the claims are directed. 

4. The disclosure and drawings are objected to because of the following informalities: 

a. Page 7, paragraph 38, line 1, refers to optical inspection machine "100" in figure 2, however 
examiner believes it should be figure 1. 

b. Page 9, paragraph 43, line 7, reagent pad is referred to as reference character "50", however 
examiner believes it should be "ISO". 

c. Page 10, paragraph 48, lines 1-2, refers to figures 4 and 5 with a readhead as reference 
character "300" however, "300" is not in either of these figures. 

Appropriate correction is required. 

5. The specification has not been checked to the extent necessary to determine the presence of all 
possible minor errors. Applicant's cooperation is requested in correcting any errors of which applicant may 
become aware in the specification. 
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6. It is unclear whether figures 2-5 are meant to be prior art. They are referred to in paragraph 36 in the 
section labeled '"Detailed Description of Exemplary Embodiments". However they are referred to as to 
"provide background information." If they are meant to be prior art, please include that in the "Brief 
Description of the Drawings" as well as labels in the drawings such as -PRIOR ART-. 

7. If this is the case, corrected drawings in compliance with 37 CFR 1.121(d) are required in reply to the 
Office action to avoid abandonment of the application. The replacement sheet(s) should be labeled 
"Replacement Sheet" in the page header (as per 37 CFR 1.84(c)) so as not to obstruct any portion of the 
drawing figures. If the changes are not accepted by the examiner, the applicant will be notified and informed 
of any required corrective action in the next Office action. The objection to the drawings will not be held in 
abeyance. 

Claim Objections 

8. Claim 17 recites the limitation "the verification apparatus" in line 4. There is insufficient antecedent 
basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that form the basis for 
the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

10. Claims 1, 7, 11 and 17-19 are rejected under 35 U.S.C. 102(b) as being anticipated by Howard (EP 
Pub. #0 837 320). 

11. Considering claim 1, Howard discloses (col. 4-12) and shows in figures 1-3, an apparatus for 
verifying proper operation of an optical inspection machine, comprising: a row of colored segments that 
simulate reagent pads containing known types of analytes at known concentrations (i.e., absorbent layers of 
material impregnated with reagents in specific locations referred to as test fields on the reagent test strip (22, 
fig. 2) that takes place as an indication of the presence and/or concentration of analyte in the test fluid, col. 4, 
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lines 22-34), wherein the row of colored segments are positioned so that segments can be illuminated by the 
readhead (34, fig. 3) of the optical inspection machine (10, fig. 1). 

12. Considering claim 7, Howard discloses (col. 4, lines 8-34) shows in figure 2, the row of colored 
segments (i.e., absorbent layers of material) are provided on an insert (22) secured to a housing (20). 

13. Considering claim 11, Howard discloses (col. 5, line 44 - col. 6, line 9) and shows in figure 2, the 
colored segments include non-white colored segments separated by white segments (see figure 2 for non- 
white colored segments separated by white segments). 

14. Considering claim 17, Howard shows in figures 1 and 2, an insert (22) to fit in a support tray (24) of 
the housing of the tray assembly (20) which is used for insertion into the optical inspection machine (10). 

15. Regarding claims 18 and 19, Howard shows in figures 1-3, 

a. an opening (17, fig 1-2) into which a tray assembly (20) and the apparatus are retracted 

b. an inspection location (see fig. 3) within the opening for receiving the apparatus 

c. a light source (46, fig. 3) for illumination the apparatus when the apparatus is received in the 
inspection location, and 

d. a detector (56, fig. 3) for receiving light reflected off the apparatus from the light source. 

Claim Rejections -35 USC § 103 

16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness rejections 
set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

17. This application currently names joint inventors. In considering patentability of the claims under 35 
U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly owned at 
the time any inventions covered therein were made absent any evidence to the contrary. Applicant is advised 
of the obligation under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
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commonly owned at the time a later invention was made in order for the examiner to consider the 
applicability of 35 U.S.C 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

18. Claims 8, 12-16, 20, 21 and 24-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Howard (EP Pub. # 0 837 320). 

19. Considering claim 8, Howard discloses (col. 4, lines 15-21) and shows in figure 2, the insert (22) is 
secured within a housing (20) for allowing the insert to be illuminated by the readhead (34) of the optical 
inspection machine but fails to specifically disclose the housing includes a window. 

However it would have been obvious to one having ordinary skill in the art to provide a window on 
the housing to allow for the readhead to illuminate the insert through the window since a window would 
provide closure to the housing that provides for a closed environment for the insert. 

20. Considering claims 1244, Howard discloses the colored segments can be of various colors, 
including: blue, red, green, black, or white but fails to specifically disclose the specific colors or orange, green, 
aqua and gray. 

However it would have been obvious to one having ordinary skill in the art at the time the invention 
was made to use the specific colors of orange, green, aqua and gray depending on the analyte to be measured 
and the wavelength employed by the spectrometer, since it has been held to be within the general skill of a 
worked in the art to select the color of the material on the basis of its suitability for the intended use as a 
matter of obvious design choice. Further, it has been held that a recitation with respect to the manner in 
which a claimed apparatus is indeed to be employed does not differentiate the claimed apparatus from a prior 
art apparatus satisfying the claimed structural limitations. Ex Parte Masham, 2 USPQ F.2d 1647 (1987). 

21. Regarding claims 15 and 16, Howard discloses and shows in figures 1 and 2, the housing (20) of a 
tray assembly (channels 24 and 26) for guiding the apparatus into the optical inspection machine (10), so that 
the apparatus can be correctly oriented in the tray assembly but fails to specifically disclose orientation 
features and more specifically different size indents and bosses in order to mate the inspection machine with 
the housing of the tray assembly. 



Application/Control Number: Page 6 

10/556,658 

Art Unit: 2886 

However as seen in figures 1 and 2, it would be an obvious matter of design choice to provide some 
type of orientation features to mate the housing of a tray assembly to the optical inspection machine in order 
to provide for alignment of the system and therefore to provide for accurate measurement and analysis of the 
inserts. 

22. Regarding claims 21 and 28, Howard discloses (col. 4-12) inserting an apparatus (20) having a row 
of colored segments that simulate reagent pads containing known types of ahalytes at known concentrations 
(i.e., absorbent layers of material impregnated with reagents in specific locations referred to as test fields on 
the reagent test strip (22, fig. 2) that takes place as an indication of the presence and /or concentration of 
analyte in the test fluid, col. 4, lines 22-34), wherein the row of colored segments are positioned so that 
segments can be illuminated by the readhead (34, fig. 3) of the optical inspection machine (10, fig. 1), 
operating the optical inspection machine (operation of the optical inspection machine (10) is controlled by 
the computer program and executed by the microprocessor (202), col. 5, lines 4-8), but fails to specifically 
disclose comparing the results provided by the optical inspection machine to the known types and 
concentrations of analytes simulated by the row of colored segments and to repeat the steps above. 

However it would have been well within the level or ordinary skill in the art to use the computer and 
microprocessor to perform such comparison or results and therefore would have at least been obvious to one 
having ordinary skill in the art at the time the invention was made to compare the results to known 
concentrations in order to provide for standardized results. It would have been further obvious to one having 
ordinary skill in the art at the time the invention was made to repeat the steps of determining the results, since 
it has been held that repeating steps of a method involves only routine skill in the art. 

23. Considering claims 24-27, Howard discloses (col. 5, line 44 - col. 6, line 9) and shows in figure 2, 
the colored segments include non-white colored segments separated by white segments (see figure 2 for non- 
white colored segments separated by white segments). Howard also discloses the colored segments can be of 
various colors, including: blue, red, green, black, or white but fails to specifically disclose the specific colors or 
orange, green, aqua and gray. 
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However it would have been obvious to one having ordinary skill in the art at the time the invention 
was made to use the specific colors of orange, green, aqua and gray depending on the analyte to be measured 
and the wavelength employed by the spectrometer, since it has been held to be within the general skill of a 
worked in the art to select the color of the material on the basis of its suitability for the intended use as a 
matter of obvious design choice. Further, it has been held that a recitation with respect to the manner in 
which a claimed apparatus is indeed to be employed does not differentiate the claimed apparatus from a prior 
art apparatus satisfying the claimed structural limitations. Ex Parte Masham, 2 USPQ F.2d 1647 (1987). 

24. Considering claims 29-30, Howard shows in figure 2, a top piece (see fig. 1) for allowing the insert 
(22) to be illuminated by the readhead (34) of the optical inspection machine (10) and a bottom piece (see fig. 
2) secured to the top piece (see side pieces of housing (20) in fig. 2) with the insert (20) secured between the 
top and bottom pieces, wherein the bottom pieces includes an end wall (see end pieces of housing (20) in fig. 
2) and side walls extending toward the top piece and that correctly position the insert but fails to specifically 
disclose the window on the top piece and the bosses extending from opposite ends of the window. 

However it would have been obvious to one having ordinary skill in the art to provide a window on 
the housing to allow for the readhead to illuminate the insert through the window since a window would 
provide closure to the housing that provides for a closed environment for the insert. Further, it would be an 
obvious matter of design choice to provide some type of orientation features (applicants' bosses) in order to 
provide for proper insertion of the housing into the optical system which would therefore provide for 
accurate measurement and analysis of the inserts. 

25. Claims 2-6 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Howard (EP 
Pub. # 0 837 320) in view of Gross et al. (U.S. Patent # 4,867,946). 

26. Considering claims 2, 4, 6 and 22, Howard fails to specifically disclose offset parallel rows of 
indicators extending from ends of the row of colored segments. 
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In the same filed of endeavor, Gross discloses (col. 1, line 53 - col. 2, line 64) and shows in figure 2, 
a device for evaluating test strips comprising offset parallel rows of black indicators (5) extending from the 
rows of colored segments (9), used to properly align the apparatus (i.e., position marks) 

It would have been obvious to one having ordinary skill in the art at the time the invention was made 
to provide for black indicators on the test strips in order to easily align the test strips under the readhead for 
accurate measurements. 

27. Regarding claims 3 and 5, the modified system of Howard fails to specifically disclose the indicators 
comprise bosses having flat top surfaces and that the indicators are square. 

However, it would have been obvious matter of design choice to change the shape or the indicators 
such that the indicators have bosses with flat top surfaces or to be square since such a modifications to the 
indicators would have involved a mere change in shape and it appears that the invention would perform 
equally well without such a modification and would be well within the level or ordinary skill in the art. It 
would have been further obvious in order to provide for easier alignment within the optical inspection 
machine. 

28. Considering claim 20, Howard fails to disclose a light source providing different wavelengths. 
In the same field of endeavor, Gross discloses (col. 1, line 53 - col. 2, line 30) the use of different 

wavelengths to illuminate the test strip. 

It would have been obvious to one having ordinary skill in the art at the time the invention was made 
to illuminate using different wavelengths in order to adapt for the possibility of testing different analytes and 
therefore requiring different wavelengths which would provide for a more complete range of analysis 
capabilities for the analysis system. 

29. Claims 9, 10 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable over Howard (EP 
Pub. # 0 837 320) in view of Matzinger et al. (U.S. Patent # 6,168,957). 

30. Regarding claim 9, Howard fails to specifically disclose the insert is made from paper and the 
colored segments are printed ink. 
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However in the same field of endeavor, Matzinger discloses (col. 4, lines 38-41) the insert is made 
from paper. 

It would have been obvious to one having ordinary skill in the art at the time the invention was made 
for the insert to be made of paper, since it has been held to be within the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 125 USPQ 416. It would have been further obvious to use paper as the material of 
choice for the insert to provide for a less expensive and disposable material for the insert. 

31. Considering claims 10 and 23, Howard fails to disclose the colored segments are printed ink. 
In the same field of endeavor, Matzinger discloses (col. 6, lines 46-57) the colored segments are 

applied via ink-jet printing. 

It would have been obvious to one having ordinary skill in the art at the time the invention was made 
for the colored segments to be printed ink, since it is easier to control the appropriate ratio of ink applied 
(col. 6, lines 46-57). 

Conclusion 

32. Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Tara S. Pajoohi whose telephone number is 571-272-9785. The examiner can normally be reached 
on Monday - Thursday 7:30 a.m. - 4:00 p.m., EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Tarifur 
R. Chowdhury can be reached on 571-272-2287. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 
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Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the Electronic Business Center 
(EBQ at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) 
or 571-272-1000. 




Tara S. Pajoohi 
Patent Examiner 




